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identify the impact of significant as-
pects of the demonstration. 

(v) A proposed date by which a final 
report on findings from evaluation ac-
tivities conducted under the evaluation 
plan must be submitted to CMS. 

(vi) Any other information pertinent 
to the State’s research on the policy 
operations of the demonstration oper-
ations. 

(d) Evaluations for demonstration ex-
tensions. (1) In the event that the State 
requests to extend the demonstration 
beyond the current approval period 
under the authority of section 1115(a), 
(e), or (f) of the Act, the State must 
submit an interim evaluation report as 
part of the State’s request for a subse-
quent renewal of the demonstration. 

(2) State evaluations must be pub-
lished on the State’s public Web site 
within 30 days of submission to CMS. 

(e) Approved evaluation designs. The 
State must publish the CMS-approved 
demonstration evaluation design on 
the State’s public Web site within 30 
days of CMS approval. 

(f) Federal evaluations. The State 
must comply with all requirements set 
forth in this subpart. 

(g) Federal public notice. CMS will 
post, or provide a link to the State’s 
public Web site, all evaluation mate-
rials, including research and data col-
lection, on its Web site for purposes of 
sharing findings with the public within 
30 days of receipt of materials. 

§ 431.428 Reporting requirements. 

(a) Annual reports. The State must 
submit an annual report to CMS docu-
menting all of the following: 

(1) Any policy or administrative dif-
ficulties in the operation of the dem-
onstration. 

(2) The status of the health care de-
livery system under the demonstration 
with respect to issues and/or com-
plaints identified by beneficiaries. 

(3) The impact of the demonstration 
in providing insurance coverage to 
beneficiaries and uninsured popu-
lations. 

(4) Outcomes of care, quality of care, 
cost of care and access to care for dem-
onstration populations. 

(5) The results of beneficiary satis-
faction surveys, if conducted during 

the reporting year, grievances and ap-
peals. 

(6) The existence or results of any au-
dits, investigations or lawsuits that 
impact the demonstration. 

(7) The financial performance of the 
demonstration. 

(8) The status of the evaluation and 
information regarding progress in 
achieving demonstration evaluation 
criteria. 

(9) Any State legislative develop-
ments that may impact the demonstra-
tion. 

(10) The results/impact of any dem-
onstration programmatic area defined 
by CMS that is unique to the dem-
onstration design or evaluation hy-
pothesis. 

(11) A summary of the annual post- 
award public forum, including all pub-
lic comments received regarding the 
progress of the demonstration project. 

(b) Submitting and publishing annual 
reports. States must submit a draft an-
nual report to CMS no later than 90 
days after the end of each demonstra-
tion year, or as specified in the dem-
onstration’s STCs. The State must 
publish its draft annual report on its 
public Web site within 30 days of sub-
mission to CMS. 

(1) Within 60 days of receipt of com-
ments from CMS, the State must sub-
mit to CMS the final annual report for 
the demonstration year. 

(2) The final annual report is to be 
published on the State’s public Web 
site within 30 days of approval by CMS. 

Subparts H–L [Reserved] 

Subpart M—Relations With Other 
Agencies 

§ 431.610 Relations with standard-set-
ting and survey agencies. 

(a) Basis and purpose. This section 
implements— 

(1) Section 1902(a)(9) of the Act, con-
cerning the designation of State au-
thorities to be responsible for estab-
lishing and maintaining health and 
other standards for institutions par-
ticipating in Medicaid; and 

(2) Section 1902(a)(33) of the Act, con-
cerning the designation of the State li-
censing agency to be responsible for de-
termining whether institutions and 
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agencies meet requirements for partici-
pation in the State’s Medicaid pro-
gram. 

(3) Section 1919(g)(1)(A) of the Act, 
concerning responsibilities of the State 
for certifying the compliance of non- 
State operated NFs with requirements 
of participation in the State’s Medicaid 
program. 

(b) Designated agency responsible for 
health standards. A State plan must 
designate, as the State authority re-
sponsible for establishing and main-
taining health standards for private or 
public institutions that provide serv-
ices to Medicaid beneficiaries, the 
same State agency that is used by the 
Secretary to determine qualifications 
of institutions and suppliers of services 
to participate in Medicare (see 42 CFR 
405.1902). The requirement for estab-
lishing and maintaining standards does 
not apply with respect to religious non-
medical institutions as defined in 
§ 440.170(b) of this chapter. 

(c) Designated agency responsible for 
standards other than health standards. 
The plan must designate the Medicaid 
agency or other appropriate State au-
thority or authorities to be responsible 
for establishing and maintaining stand-
ards, other than those relating to 
health, for private or public institu-
tions that provide services to Medicaid 
beneficiaries. 

(d) Description and retention of stand-
ards. (1) The plan must describe the 
standards established under paragraphs 
(b) and (c) of this section. 

(2) The plan must provide that the 
Medicaid agency keeps these standards 
on file and makes them available to 
the Administrator upon request. 

(e) Designation of survey agency. The 
plan must provide that— 

(1) The agency designated in para-
graph (b) of this section, or another 
State agency responsible for licensing 
health institutions in the State, deter-
mines for the Medicaid agency whether 
institutions and agencies meet the re-
quirements for participation in the 
Medicaid program; and 

(2) The agency staff making the de-
termination under paragraph (e)(1) of 
this section is the same staff respon-
sible for making similar determina-
tions for institutions or agencies par-
ticipating under Medicare; and 

(3) The agency designated in para-
graph (e)(1) of this section makes rec-
ommendations regarding the effective 
dates of provider agreements, as deter-
mined under § 431.108. 

(f) Written agreement required. The 
plan must provide for a written agree-
ment (or formal written intra-agency 
arrangement) between the Medicaid 
agency and the survey agency des-
ignated under paragraph (e) of this sec-
tion, covering the activities of the sur-
vey agency in carrying out its respon-
sibilities. The agreement must specify 
that— 

(1) Federal requirements and the 
forms, methods and procedures that 
the Administrator designates will be 
used to determine provider eligibility 
and certification under Medicaid; 

(2) Inspectors surveying the premises 
of a provider will— 

(i) Complete inspection reports; 
(ii) Note on completed reports wheth-

er or not each requirement for which 
an inspection is made is satisfied; and 

(iii) Document deficiencies in re-
ports; 

(3) The survey agency will keep on 
file all information and reports used in 
determining whether participating fa-
cilities meet Federal requirements; and 

(4) The survey agency will make the 
information and reports required under 
paragraph (f)(3) of this section readily 
accessible to HHS and the Medicaid 
agency as necessary— 

(i) For meeting other requirements 
under the plan; and 

(ii) For purposes consistent with the 
Medicaid agency’s effective adminis-
tration of the program. 

(g) Responsibilities of survey agency. 
The plan must provide that, in certi-
fying NFs, HHAs, and ICF–IIDs, the 
survey agency designated under para-
graph (e) of this section will — 

(1) Review and evaluate medical and 
independent professional review team 
reports obtained under part 456 of this 
subchapter as they relate to health and 
safety requirements; 

(2) Have qualified personnel perform 
on-site inspections periodically as ap-
propriate based on the timeframes in 
the correction plan and— 

(i) At least once during each certifi-
cation period or more frequently if 
there is a compliance question; and 

VerDate Sep<11>2014 12:38 Dec 11, 2018 Jkt 244195 PO 00000 Frm 00067 Fmt 8010 Sfmt 8010 Y:\SGML\244195.XXX 244195rm
aj

et
te

 o
n 

D
S

K
B

C
K

N
H

B
2P

R
O

D
 w

ith
 C

F
R



58 

42 CFR Ch. IV (10–1–18 Edition) § 431.615 

(ii) For non-State operated NFs, 
within the timeframes specified in 
§ 488.308 of this chapter. 

(3) Have qualified personnel perform 
on-site inspections— 

(i) At least once during each certifi-
cation period or more frequently if 
there is a compliance question; and 

(ii) For intermediate care facilities 
with deficiencies as described in 
§§ 442.112 and 442.113 of this subchapter, 
within 6 months after initial correction 
plan approval and every 6 months 
thereafter as required under those sec-
tions. 

(h) FFP for survey responsibilities. (1) 
FFP is available in expenditures that 
the survey agency makes to carry out 
its survey and certification responsibil-
ities under the agreement specified in 
paragraph (f) of this section. 

(2) FFP is not available in any ex-
penditures that the survey agency 
makes that are attributable to the 
State’s overall responsibilities under 
State law and regulations for estab-
lishing and maintaining standards. 

[43 FR 45188, Sept. 29, 1978, as amended at 45 
FR 24883, Apr. 11, 1980; 53 FR 20494, June 3, 
1988; 57 FR 43923, Sept. 23, 1992; 59 FR 56233, 
Nov. 10, 1994; 62 FR 43936, Aug. 18, 1997; 64 FR 
67052, Nov. 30, 1999; 78 FR 72320, Dec. 2, 2013] 

§ 431.615 Relations with State health 
and vocational rehabilitation agen-
cies and title V grantees. 

(a) Basis and purpose. This section 
implements section 1902(a)(11) and 
(22)(C) of the Act, by setting forth 
State plan requirements for arrange-
ments and agreements between the 
Medicaid agency and— 

(1) State health agencies; 
(2) State vocational rehabilitation 

agencies; and 
(3) Grantees under title V of the Act, 

Maternal and Child Health and Crip-
pled Children’s Services. 

(b) Definitions. For purposes of this 
section— 

‘‘Title V grantee’’ means the agency, 
institution, or organization receiving 
Federal payments for part or all of the 
cost of any service program or project 
authorized by title V of the Act, in-
cluding— 

(1) Maternal and child health serv-
ices; 

(2) Crippled children’s services; 

(3) Maternal and infant care projects; 
(4) Children and youth projects; and 
(5) Projects for the dental health of 

children. 
(c) State plan requirements. A state 

plan must— 
(1) Describe cooperative arrange-

ments with the State agencies that ad-
minister, or supervise the administra-
tion of, health services and vocational 
rehabilitation services designed to 
make maximum use of these services; 

(2) Provide for arrangements with 
title V grantees, under which the Med-
icaid agency will utilize the grantee to 
furnish services that are included in 
the State plan; 

(3) Provide that all arrangements 
under this section meet the require-
ments of paragraph (d) of this section; 
and 

(4) Provide, if requested by the title 
V grantee in accordance with the ar-
rangements made under this section, 
that the Medicaid agency reimburse 
the grantee or the provider for the cost 
of services furnished beneficiaries by or 
through the grantee. 

(d) Content of arrangements. The ar-
rangements referred to in paragraph (c) 
must specify, as appropriate— 

(1) The mutual objectives and respon-
sibilities or each party to the arrange-
ment; 

(2) The services each party offers and 
in what circumstances; 

(3) The cooperative and collaborative 
relationships at the State level; 

(4) The kinds of services to be pro-
vided by local agencies; and 

(5) Methods for— 
(i) Early identification of individuals 

under 21 in need of medical or remedial 
services; 

(ii) Reciprocal referrals; 
(iii) Coordinating plans for health 

services provided or arranged for bene-
ficiaries; 

(iv) Payment or reimbursement; 
(v) Exchange of reports of services 

furnished to beneficiaries; 
(vi) Periodic review and joint plan-

ning for changes in the agreements; 
(vii) Continuous liaison between the 

parties, including designation of State 
and local liaison staff; and 

(viii) Joint evaluation of policies 
that affect the cooperative work of the 
parties. 
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